Washington State
Liquor Control Board

Business Advisory Council

Meeting Minutes
December 1, 2010, 9:30 a.m. — Noon
Liquor Control Board
Headquarters Office
3000 Pacific Avenue
Olympia, WA 98504

Business Advisory Council Members in Attendance:

Stakeholders: Liquor Control Board:

Theresa Hancock, Contract Ligquor Store Managers Sharon Foster, Chair
Mark Levine, Distillers Representatives Association of Washingion Ruthann Kurose, Board Member
(DRAW) ‘ Pat Kohler, Administrative Director

John Guadnola, Washington Beer and Wine Wholesalers Association Rick Garza, Deputy Director
Heather McClung, Washington Brewer’s Guild

Jan Gee, Washington Food Industry Association

Anthony Anton, Washington Restaurant Association

Jean Leonard, Washington Wine Commission and Washington Wine
Instituie

Steve Lynn, Small Businesses and Distributors

TK Bentler, Washington Association of Neighborhood Stores

Paul Schieck, Washington State Sports and Entertainment Facility
Operations and Association

Also in Atiendance:

Ron Main and Phil Wayt, Washington Beer and Wine Wholesalers Association, Aubrey
Seffernick, Nooksack Tribe; Stephanie Meier, Stoel Rives; Carolyn Logue, Washington Food
Industry Association; Adam Smith, DISCUS; Carrie Tellefson, DRAW; Chatlie Brown, Diageo;
and Holly Chisa, NW Grocery Association. Staff from the Liquor Control Board present were
Curtis Richardson, Bill Berni, Dora Duvall, Randy Simmons, Pat Parmer, Pat McLaughlin, Alan
Rathbun, Karen McCall, and Roni Pettit.

Sharon Foster, Chair of the Liquor Control Board welcomed the members of the Business
Advisory Council (BAC) and introductions were made by each council member.

Rick Garza, Deputy Administrative Director
Rick Garza provided a post update on the initiatives. Even though the initiatives didn’t pass, it is
apparent that voters are still looking for convenience. The LCB has been moving toward that
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direction already and are working on a plan to provide improved convenience to our customers.
The plan will be submitted to the Governor for approval and as soon as there is more information
to report, Rick will share details with BAC members. The LCB staff are presenting to the Senate
Labor & Commerce mecting on December 7. The presentation will outline how the LCB is
looking at standardized hours with state and contract stores. The public has requested later
closing times at our stores.

Karen McCall, Rules Coordinator

Karen McCall went over the proposed agency request leglslanon for 2011. The main highlights
are revisions to RCW 66.24 in regard to restrictions, strong beer, and menu items. RCW 66.04
regarding nightclubs is also being proposed. (See attachment.)

Alan Rathbun reported that restriction on licenses have to go through the process and the owner
would have the opportunity to challenge restrictions. Heather McClung expressed concern that
the alcohol content would not include only strong beer but also lower content. Microbreweries
are often 5.5 to 6.7. Jean Leonard also echoed the same concerns for fortified wines. TK Bentler
inquired as to whether it will require labeling changes. Karen McCall responded that it would
not require labeling changes and would be by local jurisdiction and license type. Rick Garza
indicated that Karen McCall will send an email to further clarify the process before the
legislature convenes.

Karen also shared the agency’s pending rulemaking with the group.- Per the Governor’s
Executive Order 10-06, the development and adoption of rules that are non-critical have been
suspended. Rulemaking on Extended and Outside Service, Brief Adjudicative Proceedings,
Licensed Agents, Split Cases, and Permits have all been withdrawn. Rulemaking on alcohol
energy drinks will continue due to the affect on public safety. (See attachment.)

The issue paper regarding Alcohol Energy Drinks was distributed (see attachment), including the
outline of the dates that we will file the anticipated rulemaking as well as the letter from the FDA
to the four manufacturers. LCB staff will be meeting with their assistant attorney general to
determine whether or not legislation or permanent rulemaking should be pursued. John
Guadnola asked about the status on relicensing or labels on reformulated products. Karen
indicated it’s only for products with no stimulants. The labels for those products are currently
being considered. We are asking for list of ingredients. John Guadnola informed the group that
they are still sitting on inventory and cannot recover costs unless they are reformulated. Sharon
Foster indicated that this matter would be brought before the Board on December 8. Sharon
thanked the stakeholders for their input.

Roundtable

Charlie Brown shared that they will be talking to the legislature and LCB to levelize the playing
field in the malt beverage arena. They are still investigating at this point and will share the
language when they are ready to move forward.

Carrie Tellefson spoke to the controversial issues of liquor tasting in grocery stores. They are
interested in receiving feedback regarding any concerns.
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Adam Smith indicated that their legislative priority is also tastings.

Mark Levine reported that the mark up can’t incur any increase in the comiiig year. Their
industry feels that the elasticity has gone as far as it can. They will be watching this closely on
the hill this session.

Carolyn Logue indicated they are still watching privatization and how to get more in the retail
market.

Aubrey Seffernick reported that they have no proposed legislation at this time.

John Guadnola shared that they have not drafted legislation yet; however they are still planning
to draft something on the special occasion license. They also may be looking into drafting
something on the primary source rule for counterfeit issues.

Anthony Anton indicated they are mostly watching cost as customers want the cheapest thing on
the menu.

Holly Chisa and Paul Schieck reported that they have nothing at this time.
TK Bentler indicated that they are watching retail but not pushing any particular legislation.
Heather McClung shared that they are interested in modifying microbrew legistation.

Jean Leonard reported that they are likely to move forward with a licensing proposal for a non-
producing license. They will be meeting with the Washington Restaurant Association to discuss
the corkage fee issue. Restaurants and wineries are working together to promote tourism. Ifa
customer purchases a bottle of wine, they can bring the bottle to a local restaurant that same day
with a receipt and the corkage fee will be waived. They can’t specify between brands and it’s
only within geographic areas. It was suggested that this item be brought up at the December 8
Board meeting.

Pat Parmer, Enforcement Chief
Pat gave an update on the following:
o Out of 194 applications, 192 have been approved. The two that were not approved were
grocery store applications which did not meet the 9000 sq foot rule.
e LCB is at a 66 percent compliance with 28 checks/7 sales. The Board is in the process of
sending out a letter to remind licensees to be careful about vertical IDs,
¢ Some locations of strategic interest are DUI complaints, Bellingham’s downtown
corridor are experiencing problems with gangs and overcrowding. The Bellingham
Police Department asked the LCB to join them to form a partnership to deal with these
issues. Anthony Anton indicated that he would like to work with Pat Parmer on a
voluntary compliance program. They would like to launch the program in January and
move forward in the spring. Pat Parmer also offered to arrange a ride along with
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enforcement officers for anyone who is interested. They are located throughout the state
so urban areas are doable. Please contact Pat Parmer if you are interested.

Pat McLaughlin, Business Enterprise Director

Pat gave an update on the following:

SB 6444 — last session, the LCB was tasked with doing a study to identify stores in transition that
would result in the greatest efficiency and cost-effectiveness for the state. (See attachment.)

Carolyn Logue asked whether the state stores/employees would stay in the same location. Civil
setvice laws would not apply for employees. Landlords may not rent to a private contractor.
Phil Wayt asked if there was any reason why a grocery store couldn’t do it. Carolyn responded
that there is a prohibition in the law. TK Bentler inquired as to whether it could lower
commercial leases. Pat McLaughlin indicated that we have not seen a reduction in rates in retail
lease space and we are still trying to locate in convenient spots.

Mark Levine asked if the formulations are increasing the number of stores who may not succeed.
Pat McLaughlin reported that the commission structure is as high as 18 percent. If the
commission structure is too high, the state will not benefit. Rick Garza mentioned that if the
higher volume stores are converted to an all contract model, it will cost more. The L.CB will
share with the legislature what the cost is to run the business and they will decide. He also noted
that there is a lot of misinformation about the 51 percent markup. '

Carolyn Logue asked what other retailers are in the same location. Pat Kohler responded that
they didn’t go beyond looking at the 20 stores and that we are looking at other models as well.
Pat also indicated that we will share information as it’s available. :

Pat McLaughlin also gave a report on Business Enterprise (see attachment) and showed a video
which gave an overview of the LCB (http://www.youtube.com/user/WSLCB).

The next BAC meeting is scheduled for January 26, 2011 at the Liquor Control Board
Headquarters Office in Olympia. The meeting time will be from 9:30 a.m. to 12:30 p.m.

Attachments:
1. Rules Update

2. 2011 Proposed Agency Request Legislation
3. Issuc Paper - Alcohol Energy Drinks

4. SB 6444 Power Point Presentation

5. Business Enterprise Report
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Conversion Will Increase Revenue

* After all conversions are completed & one
time costs are recovered, the estimated
additional profit is;

$1,756,318

Actual stores and associated profit are subject to change.

The contents in this document are conceptual drafts. The drafts have been requested to explore alternatives without regard to policy. Policy decisions are left to a
higher authority level for application at an appropriate time. Any statistics, charts and numbers supplied in draft is research and may not be applied out of context.
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Key mo:<m_..mmo: Activities

 Manage the Layoff Process
* Contract Manager Recruitment
* Surplus

- — Equipment
— Product

The contents in this document are canceptual drafts. The drafts have been requesied to explore alternatives without regard to policy. Policy decisions are left to a
higher authority level for application at an appropriate time. Any statistics, charts and numbers supplied in draft is research and may not be applied out of context.
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mszmﬁmo_ “One-Time” Project Costs

* Additional Costs S 982,174

 Absorbed Costs | S 510,889

TOTAL $1,493,063

Avg. Project Cost per Store: $74,653

The contents in this document are conceptual drafis. The drafts have been requested to explore alternatives without regard to policy. Policy decisions are left to a
higher authority level for application at an appropriate time. Any statistics, charts and numbers supplied in draft is research and may not be applied out of context.
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Risks

* May not be a financially viable business
proposition for qualified candidates due to costs
associated with running the business.

* ldeal or current location may not be available or
feasible, which could impact revenue.

* Some Agency level activities will be deferred in
order to implement this plan.

* Impact to affected employees (Layoff)

The contents in this document are conceptual drafts. The drafts have been requested to explore alternatives without regard to policy. Policy decisions are left to a
higher authority level for application at an appropriate time. Any statistics, charts and numbers supplied in draft is research and may not be applied out of context.
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Open Discussion

The contents in this document are conceptual drafts. The drafts have been requested to explore alternatives without regard to policy. Policy decisions are left to a
higher authority level for application at an appropriate time. Any statistics, charts and numbers supplied in draft is research and may not be applied out of context.







" 2011 Proposed Agency Request Legislation - -

The rev1suons below will a[l be contamed in one bifl.

RCW 66. 24 010 (6) and (7) The AAG has advused us to make revisions to th|s statute
Currently if there is not room on the master license the restrictions and/or conditions are
printed on an additional page. The Board also sends conditions and/or restrictions to
the licensee in the form of an approval letter.

(6) Every license issued under this section shall be subject to all conditions and
restrictions imposed by this fitle or by rules adopted by the board. All conditions and
restrictions imposed by the board in the issuance of an individual license shall be listed
on the face of the individual license along with the trade name, address, and expiration
date.

* Revise the sections to allow conditions and :restr:i‘ctiOns to be included in official
correspondence from the board separate from the license.

(7) Every licensee shall post and keep posted its license, or licenses, in a conspicuous
place on the premises.

. Reqwre any correspondence from the board contamlng conditions and
restrictions be posted next to the license.

RCW 66.24.360 (3): The products that are causing the problems are not necessarily
“strong beer” (beer over 8% alcchoi). Chronic public inebriation is usually the problem
and the products they prefer have a lower alcohol content. The revisions to this statute
will better address the issue.

(3) The board shall issue a restricted grocery store license authorizing the licensee to
sell beer and only table wine, if the board finds upon issuance or renewal of the license
that the sale of strong beer or fortified wine would be against the public interest. In
determining the public interast, the board shall consider at least the following factors:

(a) The likelihood that the applicant will sell strong beer or fortified wine to persons -
who are intoxicated;

(b) Law enforcement problems in the vicinity of the applicant's establishment that
may arise from persons purchasing strong beer or fortified wine at the establishment;
and

(c) Whether the sale of strong beer or fortified wine would be detrimental fo or
inconsistent with a government-operated or funded alcohol treatment or detoxification
program in the area.

If the board receives no evidence or objection that the sale of strong beer or fortified
wine would be against the public interast, it shall issue or renew the license without
restriction, as applicabie. The burden of establishing that the sale of strong beer or





fortified wine by the licensee would be againét the public‘int_efes{.is.'on those persons
objecting.

¢ Revise the section to authorize the board to set a minimum threshold for
restricted beer products that may include alcohol content and cost which make
such products desirable to chronic public inebriants.

« Add chronic public inebriation to the list of criteria under which the board may
impose restrictions.

RCW 66.24.410 (2): The reference to fry orders, sandwiches, hamburgers and salads
is an ongoing problem. Licensing staff are continually trying to get menus that qualify
for a spirits, beer, and wine restaurant. Removing these items from the statute and.
giving the board rulemaking authority fo establish food service requirements is a
solution to this issue.

(2) "Restaurant" as used in RCW 66.24.400 to 66.24.450, inclusive, means an
establishment provided with special space and accommodations where, in

' consideration of payment, food, without lodgings, is habitually furnished to the public,
not including drug stores and soda fountains: PROVIDED, That such establishments
shall be approved by the board and that the board shall be satisfied that such '
establisnment is maintained in a substantial manner as a place for preparing, cooking
and serving of complete meals. The service of only fry orders or such food and victuals
as sandwiches, hamburgers, or salads shall not be deemed in compliance with this
definition.

s Revise the section by removing the explicit food requirement language and give
the board authority to establish food service requirements in rule.

RCW 66.04.010 (28): The nightclub license was created so many of the spirits, beer,
wine restaurant licensees that operate primarily as a nightclub could convert to this
license. Many of these businesses have an occupancy Joad less than 100. Local
jurisdictions also agree that removing the occupancy load from the definition will allow
these businesses to hold a license that reflects the business type.

(28') "Nightclub" means an establishment that provides entertainment and has as its
primary source of revenue (a) the sale of alcohol for consumption on the premises, (b)
cover charges, or (¢) both, and has an occupancy load of one hundred or more.

¢ Revise the definition of nightclub by eliminating the occupancy load.







Washington State
Liquor Control Board

0ctober 2010 Operatlons

The purpose of this operational summary is to report on key activities & performance measures for the month of
October 2010. It is intentionally limited to a single page in order to maintain brevity. For additional information please
contact Pat D. MclLaughlin at pdm@liq.wa.gov or 360-664-1689.

Supplier Performance
The average Total Cost Multiplier for September was 1.19, holding steady with Augusts’ performance, and just under the

current goal of 1.20. Eleven suppliers were Restricted, with the primary reason being the Sales category. Suppliers have
expressed concerns about the fairness of the Product Sales and Display Compliance sections and we will be scheduling a
meeting in January to discuss their concerns.

DC Operations )
The DC Effective Fill Rate for the month Verage receiving appomtment time stands at 4

days out. The COOP — 3PL pllot program Was cam_ eted a'n Oc:cobermi'he I;C h‘ias%'een successful in cons:stently delivering

Store Product Availability
Splrlt in-stock rate for Octobji

',
.86% in September. Overall
fstbck awerage for October are

&
i

ic;—"'
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Sales & Revenue

RN
Sales volumes wef réctly affected by the nur%ber of operatmg days in October 2010 had 0n§e
conversely one Ies u sdaV, than 2009 leading to a drop in both transactions and sales d@llarg F@ he second month
in a row, sales patterns crgntlnue with the average dollar value pertransactlon holding at $0 6@ Iesg;'than the prior year
Overall, year to date saIengre p slightly at 0.3%. The number of Llcensees continues to grow, i
total of 4,904 locations. :

Compliance

e successful QOur goal is of 95% or greater.

. ._r‘"

Efforts to prevent underage and intos;

_Total: | Monthly |~ FYTD |
Sales ",.V.C_o:mp_ha_npe Cc;mpilam:eI

State : ; |

ey
t

® The state store clerk checked the ID and made the sale.
e All four contract store clerks checked the ID and made the sale.

Date Released: 11/30/2010






Washington State Liquor Control Board
Issue Paper

Emergency Rule Making on Alcohol Energy Drinks
Date: November 10, 2010

Presented by:  Karen McCall, Agency Rules Coordinator
Description of the Issue

The purpose of this Issue Paper is to request approval from the Board to file an
emergency rule to prohibit the sale or distribution of alcohaol energy drinks by

creating a new section in Chapter 314-20 WAC Beer, Brewers, Holders,
Importers, Etc.

Why is emergency rule making necessary?

Medical and scientific research suggests that alcohol energy drinks, also known
as caffeinated alcoholic beverages, create a dangerous mix, especially for youth.
The use of caffeinated alcoholic beverages is increasing sharply and studies
indicate that such use cause health and safety issues.

Most alcoholic energy drinks are categorized as “malt beverage” even though
their alcohol by volume may be as high as 12% compared to an alcohol by
volume of 3.5% to 6% for mainstream beers. This classification allows alcoholic
energy drinks to be more accessible than distilled spirits because mait beverages
can be purchased in many more retail outlets and at significantly lower prices
than distilled spirits. The Board adopted Policy 01-2009, which prohibits
marketing or point of sale material in liquor stores that suggests or recommends
the use of energy drinks with alcoholic beverages. The Board also adopted
Policy 01-2010 which bans the listing or sale of alcohol energy drinks or
caffeinated malt liquors in its stores.

Hundreds of different brands of energy drinks are marketed with caffeine content
ranging from 50 to 505 mg per can or bottle. There is a belief that energy drinks
improve energy, mental alertness, and physical fitness. People who mix alcohol
and energy drinks only feel less drunk but they are still intoxicated. Alcohol is a
sedative, while ingredients of energy drinks such as caffeine, guarana, taurine,
and other similar substances have a stimulant effect. The effects of combined
use are partly comparable with those of the combination of alcohol and cocaine.

The mission of the Washington State Liquor Control Board (WSLCB) includes
ensuring the responsible sale, and preventing the misuse of, alcohol. As part of
this mission, the Board endeavors to ensure that products which pose a threat to
public safety are handled appropriately. The board is particularly concerned
about alcohol energy drinks, which are marketed in a way that implies the
consumption of these beverages has a stimulating or energizing effect. These
beverages promote a situation where people may become inebriated, but cannot
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judge their own condition, which is contrary to human health and public safety.
This is contrary to the mission of the WSLCB. The Board intends to prohibit the
sale or distribution of alcohol energy drinks in the state of Washington.

Process

If the Board approves the emergency rule to prohibit the sale or distribution of
alcohol energy drinks in the state of Washington, the rule will be filed with the
Code Reviser’s office November 10, 2010 and will become effective immediately.
The emergency rule expires automatically after 120 days. The agency rules
coordinator will begin work on permanent rulemaking for this rule if approved by
the Board.

Emergency Rule — Alcohol Energy Drinks 2 11/10/10
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Department of Health & Hum

U.S, Food and Drug Administration

Home > Inspections, Comopliance, Enforcement, and Criminal Investigations > Enforcement Actions > Warning Letters

Inspections, Compliance, Enforcement, and Criminal Investigations
Phusion Projects Inc. 111710

e
(4 Public Health Service

Department of Health and Human Services Food and Drug Administration
College Park, MD 20740
NOV 17, 2010
WARNING LETTER
OVERNIGHT MAIL via UPS

Mr. Jaisen Freeman

Mr. Chris Hunter

Mr. Jeff Wright

Ptiusion Projects, LLC {(dba Drink Four Brewing Company}
1658 M. Milwaukee Avenue, Suite 424

Chicago, IL 60647

Ra: 134051
Dear Messrs. Freeman, Hunter, and Wright

The Food and Drug Administration {(FDA) has reviewed the requlatory status of the ingredients declared on the label of your product, "Four Loko®1
which contains caffeine that has been directly added to an alcoholic beverage and packaged in combined caffeine and alcokel form. As it is used in

your product, caffeine is an unsafe food additive, and therefore your product is adulterated under section 402{a)(2}(C) of the Federal Food, Drug,
and Cosmetic Act (the Act) {21 .S.C. § 342(a)(2){C)]. Regulations on the general provisions for food additives are located in Title 21, Code of
Federal Regulations, Part 170 (21 CFR 170}. You may find copies of the Act and these regulations through links in FDA's Internet home page at
http:/fwww.fda.govl,

As defined in section 201(s) of the Act [21 U.5.C. § 321(s)], the term "food additive" refers to any substance the intended use of which results in
its becoming a component of any food, unless the substance is the subject of a prior sanction or is generally recognized as safe (GRAS) among
qualified experts upder the conditicns of its intended use. Under section 409 of the Act [21 U.S.C. § 348], a food additive is unsafe unfess a
regulation is in effect that presaribes the conditions under which the additive may be safely used, and the additive and its use or intended use are
in conformity with that regulation, There is no food additive regulation authorizing the use of caffeine as a direct addition to alcohalic beverages,
and we are not aware of any information to establish that caffeine added directly to alcoholic beverages is the sulyject of a prior sanction. Likewise,
we are not aware of any basis to condude that caffeine is GRAS under these conditions of use.

FDA's regulations in 21 CFR Part 170 describe the eligibility criteria for classification of a substance added to food as GRAS. Under 21 CFR 170.30
{a)-{c}, general recognition of safety must be based on the views of qualified experts. The basis of such views may be either {1) scientific
procedures or (2) in the case of a substance used in feod prior to January 1, 1958, through experience based an common use in food. Further,
general recognition of safety requires common knowledge about the substance throughout the scientific community knowledgeabie about the
safety of substances directly added to food.

FDA's reqgulations in 21 CFR Part 170 define "commen use in food" and establish eligibility criteria for classification as GRAS through experience
based on common use in food. Under 21 CFR 170.3(0, common use in focd means "a substantial history of consumption of a substance for food
use by a significant number of consumers.” Under 21 CFR 170.3CG(c)(1), "[g]eneral recognition of safety through experience based on common use
in food prior to January 1, 1958, shall be based solely on food use of the substance prior to January 1, 1958, and shalf ordinarily be basad upen
generally available data and information.” Importantly, however, the fact that a substance was addad te focd before 1958 does not, in itself,
demonstrate that such use is safe, unless the pre~-1958 use is sufficient to demonstrate to qualified experts that the substance is safe when added
to food. See sectien 201(s) of the Act [21 UU.5.C, § 321(s)1; see also Fmali Herb, Inc. v. Heckler, 715 F.2d 1385, 1389-90 (9th Cir, 1883} ("Under
the statute, 'common use in food' of an ingredient does not automatically exempt the substance from pretesting requirements. Instead, 'commeon
use in food' merely describes one form of evidence that may be introduced by a proponent for the purpose of meeting the ultimate standard... ").

Similarly, FDA's regulations in 21 CFR Part 170 define "scientific procedures" and establish eligibility criteria for classification as GRAS through
scientific procedures. Under 21 CFR 170.3{h), scientific procedures "Include those human, animal, analvtical, and other scientific studies, whether
published or unpublished, appropriate to establish the safety of a substance." Under 21 CFR 170.30(b), general recognition of safety based upon
scientific procedures “shall require the same quantity and quality of scientific evidence as is required to obtain approval of a food additive
regulation for the ingredient.” Section 170.3G(b) further states that general recognition of safety through scientific procedures is ordinarily based
upon published studies, which may be corroberated by unpublished studies and other data and information.

FDA's regulations in 21 CFR Part 170 also define "safe" and "safety." Under 23 CFR 170.3(i), "[siafe or safety means that there is a reasonable
certainty in the minds of competent scientists that the substance is not harmful under the intended conditions of use." The regulations identify
factors to be considered in determiining the safety of a substance added fo food. 21 CFR 170.3(i).

By letter dated Novemnber 12,2009, FDA requested that, within 30 days, your company provide evidence of the rationale, along with supporting
data and information, for concluding that the use of caffeine in your product is GRAS or prior sanctioned. The letter informed your company that if
FDA determined that the use of caffeine in your alcoholic beverage is neither GRAS nor the subject of a prior sanction, the agency would take
appropriate action to ensure that the product is removed from the marketpiace. FDA's letter also reitaratad that it is the continuing responsibility of
your company to ensura that the foods it markets are safe and in compliance with ali applicable legal and regulatory requirements.

FDA acknowledges that, in response to the agency's November 12 letter, your firm submitted a Jetter within the 30 day timeframe requested,
indicating that you would submit a GRAS Notice pursuant to propesed 21 CFR 170.36 (62 FR 18938; April 17, 1997) at a later date. The agency
received your GRAS Notice (GRN No. 000347) ("GRAS Notica"), dated June 25, 2010, and filed it on June 30, 2010. But, as discussed in more
detail betow, FDA has reviewed that notice and continues to have safety concerns about your caffeinated alcoholic beverage product, Accordingly,

http://www.fda.gov/ICECI/EnforcementActions/WarningLetters/uem234023 htm 11/30/2010





Warning Letters > Phusion Projects Inc. 11/17/10 Page2 of 3

the agency is issuing this warning etter.

To estabiish that the use of a substance in food is GRAS under its specific conditions of use {for example, the GRAS status of caffeine when directty
added to an alcoholic beverage), there must be consensus among gualified experts that the substance is safe under its cenditions of use, based on
publicly available data and information, FDA is aware that, based on the publicly available literature, a number of gualified experts have concerns
about the safety of caffeinated alcoholic beverages. Moreover, the agency is not aware of data or ather information to establish the safety of the
relevant conditions of use for your product, Therefore, the criteria for GRAS status have not been met for the caffeine in your heverage.

Based upon the publicly available Hterature, FDA has the following specific concerns about the safety of caffeine when used in the presence of
alcohol 2

« Reports in the scientific literature have described behavioral effects that may occur in young adults when energy drinks are consumed
along with alcoholic beverages (O'Brien et al., 2008; Thombs et al., 2010; Miller, 2008). .

« Studies suggest that the combined ingestion of caffeine and alcohol may lead to hazardous and life-threatening situations because caffeine
counteracts some, but ot all, of alcehol's adverse effects. In one study, a mixture of an energy drink and alcohol reduced subjects’
subjective perception of intoxication but did not improve diminished motor coordination or slower visual reactien times using objective
measures (Ferreira et al., 2006). In a dual-task model, subjects co-administered caffeine and alcohol reported reduced percepticn of
intoxication but no reduction of alcohol-induced impairment of task accuracy (Marczinski and Fillmore, 2006).

« Because caffeine alters the perception of alcohol intoxication, the consumption of pre-mixed products containing added caffeine and
alcohol may result in higher amounts of alcohol consumed per drinking occasion, a situation that is particularly dangerous for nalve drinkers
{Gteri et al., 2007).

GRAS status is not an inherent property of a substance, but must be assessed in the context of the intended conditions of use of the substance
{section 201(s) of the Act [21 U.5.C. § 321(s)]). The assessment includes a consideration of the population that will consume the substance (21
CFR 170.306(b}; section 409(b) of the Act [21 U.S.C. § 348(b)]). Therefare, the scientific data and information that support a GRAS determinaticn
must consider the conditions under which the substance is safe for the use for which it is marketed. Reports in the scientific literature have raised
concerns regarding the formulation and packaging of pre-mixed products containing added caffeine and afcehol. For example, these products,
presented as fruity soft drinks in colorful single-serving packages, seemingly target the young adult user. Furthermore, the marketing of the
caffeinated versions of this class of alcoholic beverage appears to he specifically directed to young adults (Bonnie and O'Connell, 2004). FDA is
concerned that the young adults to whom these pre-mixed, added caffeine and alcohol products are marketed are especially vulnerable te the
adverse behavioral effects associated with consuming caffeine added to alcohol, a concern reflected in the publicly available literature {O'Brien ef
at., 2008; Simen and Mosher, 2607).

It ts FDA's view that the caffeine content of your beverage could rasult in central nervous system effects if a consumer drank cne or more
containers of your product, Therefore, FDA believes that the consumption of your product, "Four Loko,™ ray result in adverse behavioral outcomes
because the caffeine is likely to counteract some, but not ali, of the adverse effects of alcohol. The agency is unaware of any data that address the
complex, potentiaily hazardous behaviors that have been identified in the scientific literature as associated with these beverages or that ctherwise
alleviate our cancerns about the effects of consuming these pre-mixed caffeine and alcohol beverages. Moreover, FDA is not aware of any publicly
available data to establish affirmatively safe conditions of use for caffeine added directly to alcoholic beverages and packaged in a combinad form.

As noted, FDA has reviewed the infarmation in your GRAS Notice as well as other publically avaiiable information and continues to have safety
concerns about your caffeinated alcoholic beverage product. in considering the totality of the information presented in the GRAS Notice, FDA notes

that the GRAS Notice did not cite any scientific literature of which the agency was not already aware.? Furthermore, we wish to comment generally
ant two lines of argument presented in your GRAS Motice.

First, your GRAS Notice relies primarily upon safety studies of caffeine alore (i.e., not in the presence of alcchol) to support your view that caffeine
is safe under the relevant conditions of use (that is, in combination with alcohol), Importantly, however, the current scientific literature, which we
cite above, estabiishes that significant safety congerns are raised by the co-consumption of catfeine and alcohol. Accordingly, data and information
addressing the safety of caffeine alone are not sufficient to establish the safety, and the general recognition of the safety, of beverages that
combine caffeine with alcohol.

Second, we note that one section of your GRAS Notice reviews some of the studies that have reported the adverse behavioral effects elicited by the
co-consumption of caffeine and alcohot and identifies purported deficiencies in the design and interpretation of these studies. Even If certain studies
in the scientific literature have limitations due to their design or the interpretation of their rasults, the peer-reviewed literature as a whaole is
sufficient to raise, among qualified experts, safety concerns about alcoholic beverages to which caffeine has been directly added. Similarly, even if
the results from no single study are sufficiently cemprehensive to characterize fully the potentiat responses to heverages containing caffeine added
%o afcohol, these studies are collectively sufficient to raise concerns about consurnption of this combination and to suppart the conclusion that more
research is reguired. Furthermare, FDA is not aware of any reports in the literature that refute the asscciation between the co-consumption of
atcohol and caffeine and adverse behavioral results or that otherwise affirmatively establish the safety of these beverages, indeed, our review of
this literature, as well as certain refated studies in animals, shows that there are currently ne studies or other information that refute the safety
concerns or otherwise affirmatively establish the safety of caffeine directly added to alcoholic beverages. Therefore, we are not aware of a
sufficient basis to support a conclusion that caffeine, when directly added to alcohal to form a single beverage, is generally recognized as safe.

The agency is aware that your company received a Certification/Exemption of Label/Bottle Approval (COLA} from the Alcohot and Tobacco Tax and
Trade Bureau (TTB) and that, as part of your appiication for the COLA, you informed TTB that your product would contain caffeine, A COLA does
not canstitute a food additive petition approval, a statement regarding GRAS status, or a prior sanction, and you are obligated to abide by the
provisions of the Federal Food, Drug, and Cosmetic Act.

1n light of the safety concerns identified above, the use of added caffzine in the alcoholic beverage product "Four Loko" does not satisfy the criteria
for GRAS status outlined above. Further, FDA is aware of no other exemption from the food additive definition that would apply to caffeine when
used as an ingredient in an alcoholic beverage product. Therefore, caffeine as used in your product is a food additive under section 201(s) of the
Act {21 U.5.C. § 321(s)] and is subject to the provisions of section 409 of the Act {21 U.5.C. § 348]. Under the latter, a food additive is required to
be approved by FDA for its proposed conditions of use prior to marketing. Because caffeine is not an approved food additive for its use in your
product, "Four Loke," this product is adulterated within the meaning of section 402(a)(2){C) of the Act [21 U.5.C. § 342 (a}(2X9).

You should take prompt action to correct this violation and prevent its recurrence. Failure to do so may result in enforcement action without further
notice. The Act authorizes the seizure of ilfegal products and injunctions and prosecutions against manufacturers and distributors of those products.
Also, we want you to be aware that FDA did not conduct an all-inclusive review of your product, "Four Loko," or any other product that you may
manufacture or distribute. Under the applicable law, it is your respensibility, as a manufacturer of this product, to ensure that the foods your firm
markets are safe and otherwise in compliance with all applicable legal requirements.

Please advisa this office in writing within fifteen (15) days from your receipt of this letter as to the specific steps you have taken to correct the
violation identifiad above and to assure that similar violations do not occur. Your respense should inciude any documentation necessary to show
that correction has been achieved. If you cannet complete alt corrections within the 15 days, please explain the reason for your delay and the date
by which each such item will be corrected and documented.

Please send your reply to Seyra Hammend, Foed and Drug Administration, Center for Food Safety and Applied Nutrition, Cffice of Compliance
(HFS-605), 5100 Paint Branch Parkway, College Park, MD 20740,
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Sincerely,
1sf
Joann M. Givens

Acting Director

Office of Compliance
Center for Food Safety
and Applied Nutrition,

cc: Food and Drug Administration
Chicago Diskrict Office
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2 we note that in an e-mail dated August 10,2010, the Office of Food Additive Safety did request three references cited within your GRAS Notice.
We had been aware of these references but due to their age, had not been able to locate them.

Links on this page:
1. http://www.fda.gov

http://www.fda.gov/ICECY Enforcement Actions/WarningLetters/ucm234023 . htm 11/30/2010











Pending Rulemaking

November 17, 2010, Governor Gregoire signed Executive Order 10-06. This Executive
Order directs agencies to suspend development and adoption of rules for the next 12
months. The Governor is directing agencies to suspend rule making that is not
immediately necessary. Rule making proceedings are non-critical unless the rule is:
» required by federal or state law or required to maintain federally delegated or
authorized programs;
required by court order; i
¢ necessary to manage budget shortfalls, maintain fund solvency, or for revenue
generating activities; :
s necessary to protect public health, safety, and welfaré or necessary to avoid an i
immediate threat to the state’s natural resources; or
» beneficial to or requested by the regulated entities, local governments or small
businesses that it affects.

Agencies may continue 1o adept rules that have been the subject of negotiated rules
making or pilot rule making that involved substantial participation by interested parties
before the development of the proposed rule. Agercies can also proceed to finalize
permanent rulemaking that has previously been covered by emergency rules, The
Washington State Liquor Control Board has several rulemakings pending that will be
withdrawn due to the Executive Order. If you have any questions please contact the
Agency Rules Coordinator, Karen McCall at kim@lig.wa.gov.

Rules review process

“Extended and Outside Service 5/13/09 Withdraw

{no changes
Creation of new rules to address to existing
extended and outside service at policy)
liquor licensed premises.
Brief Adjudicative Proceedings 4/30/10 Withdraw

Create rules to implement a Brief
Adjudicative Proceeding

Licensed Agents 6/3/10 8/11/10 Withdraw

(no
Chapter review of WAC 314-44 changes to
existing

rules)






Alcohol Energy Drinks

sale In the state of WA

New section In WAC 314-20 to
permanently ban alcohol energy
drinks for import, distribution, and

Split Cases 8/11/10 10/13/10 Withdraw
{no
New sectlion in WAC 314-24 changes to
existing
rules)
Permits 10/20/10 Withdraw
(no changes
Chapter review of WAC 314-38 to existing
rules)
11/10/10 Continue rule

making process

Rule making resulting from recent legislative changes.

The Governor's Executive Order 10-06 allows rulemaking to implement legislation. The

following rulemakings to i

mplement legislation will continue:

 New Lav

CR 1061

Licensing process

EHB 2113/07 -
Modifies the process for
issuing liquor licenses
when a local jurisdiction
objects ("Chronic illegal
activity”).

314-09

8/15/07

SSB 6329

Allows beer and wine
tastings in grocery stores
with the appropriate
endorsement.

314-02

5/3/10

10/6/10

Continue
Public
Hearing
12/8/10






November 16, 2010

TO: Agency Directors
Statewide Elected Officials
Presidents of Higher Education Institutions
Boards and Commissions

FROM: Kari Burrell
Director

SUBJECT: IMPLEMENTATION OF EXECUTIVE ORDER 184-06,
SUSPENDING NON-CRITICAL RULE DEVELOPMENT AND ADOPTION

Our country and our state are in the worst recession in 80 years. Small businesses are struggling,
State and local governments have experienced severe revenue losses which have led to
significant budget cuts. Both small businesses and governments benefit from having a stable and
predictable regulatory environment in these difficult times.

Governor Chris Gregoire’s Executive Order 10-06 directs state agencies to suspend development
and adoption of rules for the next 12 months. The Governor is directing agencies to suspend rule
making that is not immediately necessary. She recognizes, however, that agencies should not
suspend all rule making, as rule making is an essential government operations tool. She has
asked the Office of Financial Management to provide guidance as to circumstances in which rule
making should proceed.

This Executive Order applies to all cabinet agencies and boards, commissions and other agencies
that report to the Governor. All other elected officials, institutions of higher education, agencies,
boards, commissions and other entities with rule making authority are invited to follow the
requirements of the Executive Order and these guidelines.

This memorandum provides guidclines for agencies to use when determining whether rule
making should proceed:

Guidelines

1. Agencies shall review all rules in progress and their proposed rule making agenda for
next year and identify those rules that can be suspended until after December 31, 2011.

2. In determining whether a rule should be suspended, agencies shall recognize the benefits
of a stable regnlatory environment. Where possible, agencies should redirect scarce
resources away from rule making to front-line service delivery, including implementing
and enforcing existing rules.





3. Rule making proceedings are non-critical unless the rule is:

a. required by federal or state law or required to maintain federally delegated or
authorized programs;

b. required by court order;

c. necessary to manage budget shortfalls, maintain fund solvency, or for revenue
generating activities;

d. necessary to protect public health, safety, and welfare or necessary to avoid an
immediate threat to the state’s natural resources; or

e. beneficial to or requested or supported by the regulated entities, local
governments or small businesses that i affects.

4. If an agency decides to proceed with a rule that has a small business impact or an impact
to local government, the agency must consult with small businesses and/or governments
on how the impact can be mitigated.

5. Agencies may continue to adopt rules that have been the subject of negotiated rule
making or pilot rule making that involved substantial participation by interested parties
before the development of the proposed rule. Agencies can also proceed to finalize
permanent rule making that has previously been covered by emergency rules.

6. Agencies may continue to adopt expedited rules under RCW 34.05.353 wherc the
proposed rules relate only to internal governmental operations.

7. Each agency shall report by January 31, 2012 the number of rules eliminated or
suspended in response to this order as well as the number of and justification for rules
that proceeded through development and/or adoption.






EXECUTIVE ORDER 10-06

SUSPENDING NON-CRITICAL RULE DEVELOPMENT AND ADOPTION

WHEREAS, state regulations are essential to protecting the health, safety, welfare and quality of
life for the people of the state of Washington; and

WHEREAS, we are called upon in these unprecedented economic times to both conserve
resources and continue to meet our responsibilities; and

WHEREAS, the current recession is causing severe economic stress for small businesses and
governments; and

WHEREAS, in a time of severe budget constraints, small businesses and governments find it
more difficult to monitor and respond to proposed changes in rules and policies; and

WHEREAS, a stable and predictable regulatory and policy environment will conserve resources
for small businesses and local governments and promote economic recovery; and

WHEREAS, suspending non-critical rule making will allow agencies to focus staff resources on
direct service delivery; and

NOW, THEREFORE, I, Christine O. Gregoire, Governor of the state of Washington, by virtue of
the power vested in me by the Constitution and statutes of the state of Washington, do hereby order
and direct:

(1) The suspension of non-critical rule development and adoption from the date of this
Executive Order through December 31, 2011,

{(2) The Office of Financial Management to publish guidelines identifying circumstances in
which rule making may proceed.

This Order applies to all cabinet agencies and boards, commissions and other agencies that report
to the Governor. I invite all other elected officials, institutions of higher education, agencies,
boards, commissions and other entities with rule making authority to follow the requirements of
this Order.

This Order is not intended to, and does not confer any legal rights and shall not be used as a basis
for legal challenges to rules or other actions or to any inaction of the governmental entity subject
to it.

This Order shall expire by its own terms on January 1, 2012.





Signed and sealed with the official seal of the state of Washington on this 17" day of November 2010
at Olympia, Washington.

By:

Christine O. Gregoire
Governor

BY THE GOVERNOR:

Secretary of State






